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Responsive to communication^) filed on . — 

□ This action is FINAL. 

n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance with the practice under Ex parte QwayV835 CD. 11; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire t_ month{s>, or thirty days, whichever is 

longer from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 



Disposition of Claim 

£X] Claim(s) 1-21 



is/are pending in the appticat 



Of the abov*. olaim(s) . 

jj Ciaim(s) 

H Claim(s) 

fl Claim{s) i ^ 



is/are withdrawn from consideration 

is/are allowed. 

is/are rejected. 

is/are objected to, 



DCj Claims 1-21. 



are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review. PIO-948. 

_ is/are objected to by the Examiner. 
is | j approved Lpisapproved. 



□ The drawing(s) filed on 

Li The proposed drawing correction, filed on r 



H The specification is objected to by the Examiner. 

! \ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

! | Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(aHd). 
| i All L£oroe* INbne of the CERTIFIED copies of the priority documents have been 
R received 

□ received in Application No. (Series Code/Serial Number) „ • 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
A Cem'1ied copies not received: „ 



L! Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 

Attachmont(s) 

□ Notice of References Cited, PTO-892 

! | Information Disclosure Statement(s), PTO-1449, Paper No(s). 
! | Interview Summary. PTO-413 

□ Notice of Draftsperson's Patent Drawing Review. PTO-948 
f ] Notice of Informal Patent Application. PTO-152 



— SEE OFFICE ACTION ON THE FOLLOWING PAGES — 



*tyt ifjpSARuik unite 



A _*l — - 
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Application/Control Number: 09/464,840 Page 2 

Art Unit: 1642 

DETAILED ACTION 

Election/Restriction 

J . Restriction to one of the following inventions is required under 35 U S C. 121 : 

I. Claims 1-4 and 10-14, drawn to methods of identifying proteins and methods of 
diagnosis for the presence of cancer, classified in clasps 435, subclass 4 and class 
436, subclass 64. 

H Claims 5-9, drawn to methods of diagnosis and prognosis of cancer comprising 
detecting autoantibodies, classified in class 435, subclass 7.1, class 530, subclass 
387). 

III. Claims 1 5-17, drawn to methods of stimulating in a subject an immune response, 
disss? Hcc! m clflSf' 5 ! 4 subclrv'^ 

IV. Claims 18-21, drawn to composition* comprising a protein identified in method of 
claim I, classified in class 530, subclass 350. 

2. The inventions are distinct, each from the other, for the following reasons: 

Bach of inventions 1, I I. and 1 1 Ms direct ed to a separate and distinct process. Bach of the 
processes arc distinct both physically and functionally, require different steps and make or use 
different products. Invention groups I and II are materially different from Invention group 111 
because each of invention groups I and 1J are directed to in vitro methods which are materially 
different from the in vivo methods of treatment of invention group III. Invention groups f and II 
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Application/Control Number; 09/464,840 • ^8* 3 

Art Unit: 1642 

are separate and distinct inventions from each other becau.se the methods of group I arc directed 
to the detection of scrum proteins which produce autoantibodies and the methods of group 11 arc 
directed to the detection of autoantibodies. Thus, each of these methods would require different 
steps and different reagents. 

Inventions 111 and fV are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown; (1) the process for using the 
product as claimed can be practiced with another materially different product or (2) the product 
as claimed can be used in a materially different process of using that product (MPCP 
§ 806.05(h)). In the instant case, the inventions of group IN can be used in an in vitro method to 
detect antibodies which is a materially different process from the process of invention group HI. 
3, Because these inventions arc distinct for the reasons given above and have acquired a 
se.ppra.te status in the ?st ys *hown by their different classification, and recognised divergent 
subject matter and because searches required for the groups are not co-extensive, restriction for 
examination purposes as indicated is proper. 

4 % Applicant is advised that the reply to this requirement, to be complete, must include an 
election of the invention to be examined even though the requirement be traversed (37 
CPR 1.143). 

5. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or more of the currently 
named inventors is no longer an inventor of at least one claim remaining in the application. Any 
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Art Unit: K>42 

amendment of inventorship must be accompanied by a petition under 37 CFR 1 .48(b) and by the 
fee required under 37 CFR 1 .17(1). 



should be directed to Anne Holleran, Ph.D. whose telephone number is (703) 308-88 c >2. 
Examiner Holleran can normally be reached Monday through Friday, 9:00 am to 5:00 pm. 

If attempts to reach the examiner by telephone arc unsuccessful, the examiner's 
supervisor, Anthony Caputa, Ph.D. can be reached at (703) 308-3995. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be dir ected to the Group receptionist at telephone number (703) 308-0196. 



Any inquiry concerning this communication or earlier communications from the Examiner 



An 



Anne L. Holleran 
November 20, 2000 
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BAKER & BOTTS 

30 ROCKEFELLER PLAZA 

NEW YORK, NY 10112 

Date Mailed: 06/01/2000 



Receipt is acknowledged of this nonprovisional Patent Application. It will be considered in its order and you will be 
notified as to the results of the examination. Be sure to provide the U.S. APPLICATION NUMBER, RUNG DATE, 
NAME OF APPLICANT, and TITLE OF INVENTION when inquiring about this application. Feos transmitted by 
check or draft are subject to collection. Please verify the accuracy of the data presented on this receipt. If an error 
is noted on this Filing Receipt, please write to the Office of Initial Patent Examination s Customer Service 
Center. Please provide a copy of this Filing Receipt with the changes noted thereon, rf you received a 
"Notice to File Missing Parts" for this application, please submit any corrections to this Filing Receipt with 
your reply to the Notice. When the PTO processes the reply to the Notice, the PTO will generate another 
Filing Receipt incorporating the requested corrections (if appropriate). 

Applicant(s) 

SAMIR M. HANASH, ANN ARBOR, MI ; 
DAVID MISEK, ANN ARBOR, Ml ; 
ROBERT HINDERER, FLINT, Ml ; 
LATHA PRASANAN. ANN ARBOR. Ml ; 

Continuing Data as Claimed by Applicant 

THIS APPLICATION IS A CON OF PCT/US98/1 3295 06/26/1998 
AND CLAIMS BENEFIT OF 60/050,832 06/26/1997 

Foreign Applications 

If Required, Foreign Filing License Granted 02/03/2000 
" SMALL ENTITY " 
Title 

METHOD FOR IDENTIFICATION OF CELLULAR PROTEIN ANTIGENS AND PRESENCE OF 
ANTIBODIES TO SPECIFIC CELLULAR PROTEIN ANTIGENS IN SERUM 

Preliminary Class 
435 
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LICENSE FOR FOREIGN FILING UNDER 
Title 35, United States Code, Section 184 
Title 37, Code of Federal Regulations, 5.11 & 5.15 

GRANTED 

The applicant has been granted a licenso under 35 U.S.C. 184, if the phrase "IF REQUIRED, FOREIGN FILING 
LICENSE GRANTED" followed by a date appears on this form. Such licenses are issued in all applications where 
the conditions for issuance of a license have been met, regardless of whether or not a license may be required as 
set forth in 37 CRF 5.15. The scope and limitations of this license are set forth in 37 CFR 5.15(a) unless an earlier 
license has been issued under 37 CFR 5.15(b). The license is subject to revocation upon written notification. The 
date indicated is the effective date of the license, unless an earlier license of similar scope has been qranted under 
37 CFR 5.13 or 5.14. 

This license is to be retained by the licensee and may be used at any time on or after the effective date thereof 
unless it is revoked. This license is automatically transferred to any related applications^) filed under 36 CFR 
1.53(d). This license is not retroactive. 

The grant of a license does not in any way lessen the responsibility of a licensee for the security of the subject 
matter as imposed by any Government contract or the provisions of existing laws relating to espionage and the 
national security or the export of technical data. Licensees should apprise themselves of current regulations 
especially with respect to certain countries, of other agencies, particularly the Office of Defense Trade Controls 
Department of State (with respect to Arms, Munitions and Implements of War (22 CFR 121-128)); the Office of 
Export Administration, Department of Commerce (15 CFR 370.10 (j)); the Office of Foreign Assets Control 
Department of Treasury (31 CFR Parts 500+) and the Department of Energy. 

NOT GRANTED 

No Kcense under 35 U.S.C. 184 has been granted at this time, if the phrase "IF REQUIRED, FOREIGN FILING 
LICENSE GRANTED" DOES NOT appear on this form. Applicant may still petition for i\ license under 37 CFR 5 12 
if a license is desired before the expiration of 6 months from the filing date of the application. If 6 months has lapsed 
from the filing date of this application and the licensee has not received any indication of a secrecy order under 35 
U.S.C. 181, the licensee may foreign file the application pursuant to 37 CFR 5.15(b). 

PLEASE NOTE the following information about the Filing Receipt: 

• The articles such as "a," "an" and "the" are not included as the first words in the title of an application. They 
are considered to be unnecessary to the understanding of the title. 

• The words "new," "improved,* "improvements in" or "relating to" are not included as first words in the title 
of an application because a patent application, by nature, is a new idea or improvement. 

• The title may be truncated if it consists of more than 600 characters (letters and spaces combined) 

• The docket number allows a maximum of 25 characters. 

• If your application was submitted under 37 CFR 1 .10, your filing date should be the "date in" found on the 
Express Mail label. If there is a discrepancy, you should submit a request for a corrected Filing Receipt along 
with a copy of the Express Mail label showing the "date in," 

Any corrections that may need to be done to your Filing Receipt should be directed to: 

Assistant Commissioner for Patents 
Office of Initial Patent Examination 
Customer Service Center 
Washington, DC 20231 
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